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Article

The Presumption of Patentability

Sean B. Seymore'

[Plresumptions . . . are the mere artificial creatures of law, depending
entirely on considerations of legal policy and convenience . . . .'

INTRODUCTION

The U.S. Patent and Trademark Office (Patent Office) has
come under fire for issuing patents of questionable quality.®
Patent quality can be defined as “the capacity of a granted pat-
ent to meet (or exceed) the statutory standards of patentabil-
ity—most importantly, to [cover inventions which are] novel,

1 Professor of Law, Vanderbilt University Law School. J.D., University
of Notre Dame, 2006; Ph.D. (Chemistry), University of Notre Dame, 2001;
M.S.Chem., Georgia Institute of Technology, 1996; B.S., University of Tennes-
see, 1993. I thank Michael Abramowicz, Daniel Gervais, Timothy Holbrook,
Lee Petherbridge, Sarah Rajec, John Whealan, and the participants in the
George Washington University Law School Intellectual Property Speakers Se-
ries for their comments and criticisms on earlier drafts of this Article. I also
thank Vanderbilt University Law School and the Arnold and Mabel Beckman
Center at the Chemical Heritage Foundation for providing research grants to
support this project. Copyright © 2013 by Sean B. Seymore.

1. 3 THOMAS STARKIE, A PRACTICAL TREATISE ON THE LAW OF EVIDENCE,
AND DIGEST OF PROOFS, IN CIVIL AND CRIMINAL PROCEEDINGS 1225-26 (Lon-
don, J. & W. T. Clarke 1824).

2. See, e.g., ADAM B. JAFFE & JOSH LERNER, INNOVATION AND ITS DIS-
CONTENTS 74 (2004) (describing what can happen when the Patent Office
“falls down on the job”); Jay P. Kesan & Andres A. Gallo, Why “Bad” Patents
Survive in the Market and How Should We Change?—The Private and Social
Costs of Patents, 55 EMORY L.J. 61, 61-76 (2006) (exploring criticisms); Mark
A. Lemley & Bhaven Sampat, Is the Patent Office a Rubber Stamp?, 58 EMORY
L.J. 181, 181-82 (2008) (same); Joseph Scott Miller, Building a Better Bounty:
Litigation-Stage Rewards for Defeating Patents, 19 BERKELEY TECH. L.J. 667,
689 (2004) (“The Patent Office . .. appears to grant many patents that, when
carefully scrutinized, fail to meet basic patentability standards.”); John R.
Thomas, Collusion and Collective Action in the Patent System: A Proposal for
Patent Bounties, 2001 U. ILL. L. REV. 305, 316-22 (hereinafter Thomas, Collu-
sion] (exploring the patent quality crisis).

990



2013] PRESUMPTION OF PATENTABILITY 991

nonobvious, and clearly and sufficiently described.” Famous
examples of questionable patents include one for a motorized
ice cream cone,’ an umbrella to protect beer cans from sun-
light,’ a method of exercising a cat with a laser pointer,’ and a
method for sending signals faster than the speed of light.’
Aside from being technically invalid,” commentators have ar-
gued that such patents are worthless® and burdensome on the
patent system. '’

3. R. Polk Wagner, Understanding Patent-Quality Mechanisms, 157 U.
PA. L. REV. 2135, 2138 (2009); see also JAFFE & LERNER, supra note 2, at 171
(presenting a similar definition). From an economic perspective, a high-quality
patent is “one that covers an invention that would not otherwise be made [but
for the incentive of a patent] or one that ensures that a good idea is commer-
cialized . ...” Bronwyn H. Hall & Dietmar Harhoff, Post-Grant Reviews in the
U.S. Patent System—Design Choices and Expected Impact, 19 BERKELEY
TECH. L.J. 989, 991 (2004). The conditions for patentability are found in Title
35 of the United States Code. In short, the claimed invention must be useful,
novel, nonobvious, and directed to patentable subject matter. 35 U.S.C.
§§ 101-103 (2006). In addition, § 112 para. 1 requires that the application ad-
equately describe, enable, and set forth the best mode contemplated for carry-
ing out the invention; and § 112 para. 2 requires that the application conclude
with claims that delineate the invention with particularity. 35 U.S.C. § 112
para. 1-2.

4. Motorized Ice Cream Cone, U.S. Patent No. 5,971,829 (filed Mar. 6,
1998).

5. Beerbrella, U.S. Patent No. 6,637,447 (filed Oct. 19, 2001).

6. Method of Exercising a Cat, U.S. Patent No. 5,443,036 (filed Nov. 2,
1993).

7. Hyper-Light-Speed Antenna, U.S. Patent No. 6,025,810 (filed Oct. 2,
1997). It is well accepted in science that a signal cannot travel faster than the
speed of light. See, e.g., ALBERT EINSTEIN & LEOPOLD INFELD, THE EVOLUTION
OF PHYSICS 149 (1966) (explaining special relativity); Dennis Overbye, Parti-
cles Faster Than the Speed of Light? Not So Fast, Some Say, N.Y. TIMES, Oct.
25, 2011, at D3 (noting that despite recent claims to the contrary, physicists
still agree with Einstein).

8. See FED. TRADE COMM'N, TO PROMOTE INNOVATION: THE PROPER
BALANCE OF COMPETITION AND PATENT LAW AND POLICY 5 (2003) [hereinafter
FTC REPORT] (“A poor quality or questionable patent is one that is likely inva-
lid or contains claims that are overly broad.”).

9. See Edmund W. Kitch, Property Rights in Inventions, Writings, and
Marks, 13 HARV. J.L. & PUB. POL’Y 119, 122-23 (1990) (“[M]ost issued patents
are worthless, or very nearly worthless.”); Robert P. Merges, As Many as Six
Impossible Patents Before Breakfast: Property Rights for Business Concepts
and Patent System Reform, 14 BERKELEY TECH. L.J. 577, 603 (1999) (“[Mlost
[patented] technologies will not be economically viable or commercially suc-
cessful ... .”).

10. John R. Thomas, The Responsibility of the Rulemaker: Comparative
Approaches to Patent Administration Reform, 17 BERKELEY TECH. L.J. 727,
731 (2002) [hereinafter Thomas, Patent Administration Reform] (explaining
that legal actors must often revisit the Patent Office’s work to assess patent
validity).
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The quality problem has been ascribed by different com-
mentators to many different causes. For example, some assert
that the Patent Office’s current compensation system favors is-
suance over denial" and rewards throughput over thorough ex-
amination.”” Perhaps most emblematic of this quality-
compromising incentive structure is the Patent Office’s self-
declared mission to “help [its] customers get patents.”*® Others
argue that examiners lack adequate technical information,
such as access to the relevant prior art, needed to perform a
rigorous examination.”” And others contend that the Patent Of-
fice’s limited resources”® (which contribute to the well-

11. See, e.g., ANTHONY L. MIELE, PATENT STRATEGY 97-98 (2001) (dis-
cussing an examiner’s concerns and incentives); Joseph Farrell & Robert P.
Merges, Incentives to Challenge and Defend Patents: Why Litigation Won’t Re-
liably Fix Patent Office Errors and Why Administrative Patent Review Might
Help, 19 BERKELEY TECH. L.J. 943, 945 (2004) (arguing that the skewed incen-
tives of the current regime “make it easier and more desirable for examiners to
grant patents rather than reject them”); Mark A. Lemley, Rational Ignorance
at the Patent Office, 95 Nw. U. L. REV. 1495, 1496 n.3 (2001) [hereinafter
Lemley, Rational Ignorance] (“[Elxaminers must write up reasons for rejec-
tion, but not reasons for allowance, giving them more incentives to allow ra-
ther than reject an application.”).

12. See Patrick A. Doody, How to Eliminate the Backlog at the Patent Of-
fice, 37 AIPLA Q.J. 395, 409-18 (2009) (describing examiners’ incentives and
production goals); Lemley, Rational Ignorance, supra note 11, at 1496 n.3 (de-
scribing the push for examiners to issue patents irrespective of quality).

13. See U.S. PATENT & TRADEMARK OFFICE, A PATENT AND TRADEMARK
OFFICE REVIEW: CREATING A PATENT AND TRADEMARK SYSTEM FOR THE 21ST
CENTURY, FISCAL YEAR 1997, at 8 (1997) (internal quotation marks omitted).
For criticisms, see Lemley, Rational Ignorance, supra note 11, at 1496 n.3
(“While the job of the PTO is certainly to issue good patents, it is also to reject
bad ones.”); Jonathan S. Masur, Costly Screens and Patent Examination, 2 J.
LEGAL ANALYSIS 687, 692-93 (2010) (arguing that this mission sets the stage
for inadequate screening of patent applications).

14. “Prior art” refers to preexisting knowledge and technology already
available to the public. See 35 U.S.C. § 102 (2006) (defining the documents and
activities that can serve as prior art); Kimberly-Clark Corp. v. Johnson &
Johnson, 745 F.2d 1437, 1453 (Fed. Cir. 1984) (citing Graham v. John Deere
Co., 383 U.S. 1, 6 (1966)). The invention is compared to the prior art in as-
sessing novelty and nonobviousness. See infra notes 160-61. But see Christo-
pher A. Cotropia et al., Do Applicant Patent Citations Matter? Implications for
the Presumption of Validity 12 (Stanford Law & Econ. Olin, Working Paper
No. 401, 2012), available at http:/ssrn.com/abstract=1656568 (finding through
an empirical study that “examiners focus almost exclusively on art they find
themselves [as compared to art provided by the applicant] in considering
whether a patent application is new and noncbvious”).

15. See infra note 285 and accompanying text.

16. See infra notes 28, 295 and accompanying text.
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publicized backlog)'’ preclude a thorough review of applica-
tions.

Yet, it would be unfair to cast all of the blame for failings
in patent examination on the Patent Office. Several commenta-
tors have long argued that the substantive standards of pat-
entability are too low.” Or, put simply, it is too easy to get a
(bad) patent.” This criticism deserves attention because adjust-
ing these standards is considered the principal tool for modu-
lating the scope, frequency, and quality of patents.” Indeed,
tightening the standards of patentability has been a major goal
of judicial efforts at patent reform.” In a series of landmark de-

17. See, e.g., Edward Wyatt, U.S. Sets 21st-Century Goal: Building a Bet-
ter Patent Office, N.Y. TIMES, Feb. 21, 2011, at Al (providing backlog statistics
and partly attributing the recent surge in applications to the Internet age).
One cause for the backlog is an increase in the number of patent application
filings over time while the time available for examiners to review applications
has remained constant. See John L. King, Patent Examination Procedures and
Patent Quality, in PATENTS IN THE KNOWLEDGE-BASED ECONOMY 54, 63 (Wes-
ley M. Cohen & Stephen A. Merrill eds., 2003) (presenting an empirical study).

18. Doug Lichtman & Mark A. Lemley, Rethinking Patent Law’s Presump-
tion of Validity, 60 STAN. L. REV. 45, 46 (2007).

19. See, e.g., JAMES BESSEN & MICHAEL J. MEURER, PATENT FAILURE
162—63 (2008) (exploring the decline in patent quality and attributing the
weakening of patentability standards to the Federal Circuit); JAFFE &
LERNER, supra note 2, at 11 (noting that weak novelty and nonobviousness
standards have led to patents of dubious quality).

20. Cf. Adam B. Jaffe, Patent Reform: No Time Like the Present, 4 1/S: J.L.
& POL’Y FOR INFO. SOC’Y 59, 59 (2008) (“Changes in patent law and practice in
the last two decades have made the system less effective, by making it too easy
to get patents on trivial and non-original ideas . ...”); Matthew Sag & Kurt
Rohde, Patent Reform and Differential Impact, 8 MINN. J. L. SCI. & TECH. 1, 15
(2007) (“One of the most pressing problems in the patent system today is not
that patents in general are too easy to obtain or too easy to enforce; rather it is
that bad patents are too easy to obtain and enforce.”).

21. See, e.g., DAN L. BURK & MARK A. LEMLEY, THE PATENT CRISIS AND
How THE COURTS CAN SOLVE IT 142 (2009) (using the biotechnology industry
to demonstrate the benefits of tailored standards). Admittedly, the term “qual-
ity” can be an ambiguous or normatively laden term. This Article uses a con-
sistent definition throughout. See supra text accompanying note 3.

22. Patentability standards evolve primarily through judicial rather than
legislative action. See John F. Duffy, The Federal Circuit in the Shadow of the
Solicitor General, 78 GEO. WASH. L. REV. 518, 544 (2010) (explaining that pat-
ent law “has traditionally had a common law feel to it” because the courts re-
ceive little guidance from statutory sources); Paul R. Michel, The Challenge
Ahead: Increasing Predictability in Federal Circuit Jurisprudence for the New
Century, 43 AM. U. L. REV. 1231, 1243-44 (1994) (explaining that the “general”
nature of the patent statutes requires the Federal Circuit to “unavoidably fill[]
in gaps and develop[l fine points”); Craig Allen Nard, Legal Forms and the
Common Law of Patents, 90 B.U. L. REV. 51, 53 (2010) (noting that the com-
mon law is “the dominant legal force in the development of U.S. patent law™).
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cisions, reform-minded courts have trimmed the scope of pa-
tent-eligible subject matter,” made it harder to obtain (and eas-
ier to invalidate) patents based on a lack of nonobviousness,™
and reinvigorated the requirement that applicants provide an
adequate disclosure of the invention.”

Thus, it appears that raising the substantive standards of
patentability could go a long way toward solving the quality
problem. For instance, if the standards are sufficiently high, an
applicant would have a decreased likelihood of getting a patent.
This might deter some persons from filing applications alto-
gether because a robust examination would provide a disincen-
tive for those with low-quality inventions to file.” Ultimately
this would reduce the backlog, alleviate the overall strain on
Patent Office resources, and (combined with various changes
within the agency)”’ empower the examiner to conduct an even
more robust examination of docketed applications. All of this

23. Bilski v. Kappos, 130 S. Ct. 3218, 3231 (2010) (holding that claims re-
lating to a method of hedging risks are unpatentable).

24. KSR Intl Co. v. Teleflex Inc., 550 U.S. 398, 415 (2007) (rejecting the
Federal Circuit’s rigid test for nonobviousness due to its inconsistency with
the “expansive and flexible approach” set forth in Supreme Court precedent).

25. See, e.g., ALZA Corp. v. Andrx Pharms., LLC, 603 F.3d 935, 94041
(Fed. Cir. 2010) (reiterating that an applicant must provide a disclosure which
enables a person having ordinary skill in the art to practice the full scope of
the claimed invention without undue experimentation); Ariad Pharm., Inc. v.
Eli Lilly & Co., 598 F.3d 1336, 1351-53 (Fed. Cir. 2010) (en banc) (reaffirming
well-settled law that an applicant must provide a disclosure showing posses-
sion of the full scope of the claimed subject matter).

26. “To put it crudely, if the [Platent [O]ffice allows bad patents to issue,
this encourages people with bad applications to show up.” JAFFE & LERNER,
supra note 2, at 175. On the other hand, a robust regime does the opposite be-
cause inventors “would understand that [low-quality] applications are a waste
of time and money.” Id. It is possible that high patentability standards could
push some potential inventors into the realm of trade secret. Christopher A.
Cotropia, Modernizing Patent Law’s Inequitable Conduct Doctrine, 24
BERKELEY TECH. L.J. 723, 780 (2009) [hereinafter Cotropia, Inequitable Con-
duct] (citing John E. Calfee & Richard Craswell, Some Effects of Uncertainty
on Compliance with Legal Standards, 70 VA. L. REV. 965, 981-82 (1984)).

27. See, e.g., U.S. PATENT & TRADEMARK OFFICE, 2010-2015 STRATEGIC
PLAN 10-25 (2010), available at httpJ//www.uspto.gov/about/stratplan/
USPTO_2010-2015_Strategic_Plan.pdf (describing several initiatives that will
improve examination timelines and patent quality); Press Release, U.S. Patent
& Trademark Office, Recently Announced Changes to USPTO’s Examiner
Count System Go into Effect (Feb. 18, 2010), available at http/
www.uspto.gov/news/pr/2010/10_08.jsp (announcing changes to the examiner
count system which will give examiners more time to review applications, re-
balance incentives, and improve morale in the examining corps).
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woulgla, at least in theory, improve the quality of issued pat-
ents,

Yet, this is only part of the story. Irrespective of the sub-
stantive standards of patentability, procedural aspects of pat-
ent examination tip the scales in favor of issuance.”® An appli-
cant enjoys a presumption of patentability,*® which means that
at the time of filing the application is rebuttably presumed to
comply with the utility, novelty, nonobviousness, and disclosure
requirements of the patent statute.” Thus, the Patent Office
must issue a patent unless it can affirmatively prove that the
invention is unpatentable.” The scales tip even further toward
issuance if the examiner lacks the time, materials, or incen-
tives to conduct a high-quality examination.”® And even though
the applicant owes a duty of candor to the Patent Office,* no
one actually believes that everything that the applicant knows
about the invention ends up before the examiner.” Of course,
this information deficit inevitably allows bad patents to slip
through the cracks and further contributes to the patent quali-
ty problem.* The bottom line is that anyone who files a Patent
application on anything starts off in a very good position.”” This

28. See Hall & Harhoff, supra note 3, at 993—-94 (describing the interrela-
tionship between Patent Office resources, filing frequency, and the examina-
tion of individual applications on patent quality).

29. Cf. FTC REPORT, supra note 8, Executive Summary, at 8 (“A plethora
of presumptions and procedures tip the scales in favor of the ultimate issuance
of a patent, once an application is filed.”).

30. A presumption is an assumption that must be drawn by the
decisionmaker in the absence of rebuttal evidence. 9 JOHN HENRY WIGMORE,
EVIDENCE IN TRIALS AT COMMON LAW § 2491, at 305 (John H. Chadbourn ed.,
rev. ed. 1981) [hereinafter WIGMORE ON EVIDENCE].

31. Seeinfra Part ILA.

32. Seeinfra Part I1.A.

33. See sources cited supra note 12; BURK & LEMLEY, supra note 21, at 23
(“[Aln examiner has no incentive to spend more time on harder cases.”); Chris-
topher R. Leslie, The Anticompetitive Effects of Unenforced Invalid Patents, 91
MINN. L. REV. 101, 109 (2006) (“[T}he constraints of time, information, and ev-
identiary standards create a situation where ‘[tlhe PTO’s evaluation of a pat-
ent [application} may be so poor or hurried as to be near meaningless.” (quot-
ing Clarisa Long, Patent Signals, 69 U. CHI. L. REV. 625, 667-68 (2002))); Carl
Shapiro, Patent System Reform: Economic Analysis and Critique, 19
BERKELEY TECH. L.J. 1017, 1019 (2004) (noting that patent examination is
“tilted in favor of patent applicants™).

34. Seeinfra note 131 (discussing 37 C.F.R. § 1.56(a) (2012)).

35. See infra notes 129-31, 285 and accompanying text.

36. See sources cited supra note 3; sources cited infra note 285.

37. Cf. FTC REPORT, supra note 8, ch. 5, at 9 n.61 (“[P]atent applicants
are in a really great position because by filing an application they’re presump-
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strongly suggests that any plan to improve patent quality must
confront the powerful role that the presumption of patentability
plays in patent examination.®

This Article is the first to take a hard look at the presump-
tion of patentability.” Aside from comprehensively exploring its
origins, contours, proffered rationales, and continued viability,
this Article offers an alternative paradigm which better pro-
motes the broader policy objectives of the patent system. It fills
a gap in patent scholarship and will hopefully contribute to on-
going debates over patent reform.

The Article proceeds as follows. Part I describes the pre-
sumption of patentability and current allocations of burdens of
proof and explores several legal and expediential justifications
for the paradigm. Part II argues that negative externalities
arise from the current paradigm’s pro-applicant, pro-patent bi-
as, and that these externalities hinder patent reform efforts
and impede the patent system’s overarching goal to promote
scientific and technological progress. Finally, Part III sets forth
a new paradigm which rebalances the scales of patentability.
After describing the restructured evidentiary framework for
patent examination, this Part offers a normative analysis of the
new paradigm and explores its policy implications.

tively entitled to receive the grant.” (quoting Professor John R. Thomas)),
Lemley & Sampat, supra note 2, at 192 (estimating that over 70% of applica-
tions eventually issue as patents); Dennis Crouch, USPTO Grant Rates by
Technology Center, PATENTLY-O (May 27, 2010, 2:24 AM), http/www
.patentlyo.com/patent/2010/05/uspto-grant-rate-by-technology-center.htm}
(finding grant rates ranging from approximately 45%-80%, depending on the
technology).

38. See FTC REPORT, supra note 8, ch. 5, at 9-10, 28 (identifying the pre-
sumption of patentability as one of the failings of ex parte patent examina-
tion); Leslie, supra note 33, at 108 (“Evidentiary standards provide an addi-
tional obstacle to PTO examiners denying patent applications.”).

39. It is important to note that the presumption of patentability is not the
same as the presumption of validity which attaches to issued patents. See 35
U.S.C. § 282 (2006) (codifying the presumption of validity); Microsoft Corp. v.
i4i Ltd. P’ship, 131 S. Ct. 2238, 2251-52 (2011) (reaffirming that the presump-
tion of validity can only be overcome with clear and convincing evidence).
There is a robust body of scholarship on the latter. See, e.g., Lichtman &
Lemley, supra note 18.
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I. UNDERSTANDING THE PRESUMPTION

A. THE CURRENT PARADIGM

Patent examination is an ex parte proceeding between the
Patent Office examiner and the applicant.” Driving it are evi-
dentiary mechanisms which include presumptions and shifting
burdens of proof. The current paradigm emerged from centu-
ries-old Patent Office practices,” later buttressed by decisional
law from the U.S. Court of Customs and Patent Appeals
(C.C.P.A.)* and its successor court, the U.S. Court of Appeals
for the Federal Circuit.”

The basic tenet of patent examination is that an applicant
is entitled to a patent unless the Patent Office can prove oth-
erwise.”” The corollary is that a patent application presump-
tively complies with the statutory patentability requirements
when it is filed—including utility, novelty, nonobviousness, and
adequate disclosure of the invention.” Thus, the burden of
proving unpatentability rests with the Patent Office.

Working in tandem with the presumption is a burden-
shifting framework which allocates the burden of proof between
the examiner and the applicant. If it appears that the invention

40. See generally ALAN L. DURHAM, PATENT LAW ESSENTIALS § 5.1 (3d ed.
2009) (explaining the process).

41. Id.

42. See infra Part 1.B.1.

43. The C.C.P.A. was a five-judge Article III appellate court on the same
level as the U.S. Courts of Appeals. See GILES S. RICH, A BRIEF HISTORY OF
THE UNITED STATES COURT OF CUSTOMS AND PATENT APPEALS 1-2 (1980).

44. The Federal Courts Improvement Act of 1982 abolished the C.C.P.A.
See Pub. L. No. 97-164, 96 Stat. 25 (codified as amended in scattered sections
of 28 U.8.C.). Soon after its creation, the Federal Circuit adopted the C.C.P.A.
decisional law as binding precedent. See South Corp. v. United States, 690
F.2d 1368, 1370 (Fed. Cir. 1982) (en banc).

45. In re Oetiker, 977 F.2d 1443, 1445 (Fed. Cir. 1992) (“If examination at
the initial stage does not produce a prima facie case of unpatentability, then
without more the applicant is entitled to grant of the patent.”); FTC REPORT,
supra note 8, ch. 5, at 8-9 (explaining that the Patent Office must issue a pa-
tent unless it proves unpatentability, thereby effectively creating a presump-
tion that every requested patent should issue).

46. See FTC REPORT, supra note 8, ch. 5, at 9-10 (exploring the consensus
on this issue).

47. Oetiker, 977 F.2d at 1445 (“[TThe examiner bears the initial burden, on
review of the prior art or on any other ground, of presenting a prima facie case
of unpatentability. If that burden is met, the burden of coming forward with
evidence or argument shifts to the applicant.”); accord In re Rijckaert, 9 F.3d
1531, 1532 (Fed. Cir. 1993) (explaining that an examiner must affirmatively
prove unpatentability).
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does not satisfy a patentability requirement, the examiner has
the initial burden of building and presenting a prima facie case
of unpatentability.* It is established when

the information compels a conclusion that a claim is unpatentable
under the preponderance of evidence, burden-of-proof standard, giv-
ing each term in the claim its broadest reasonable construction con-
sistent with [what is described in the patent application}, and before
any consideration is given to evidence which may be submitted in an
attempt to establish a contrary conclusion of patentability.

The type of proof required to make a prima facie case de-
pends on the statutory provision at issue. But, as a general
matter, the examiner satisfies its initial burden by “adequately
explain[ing] the shortcomings [he or she] perceives so that the
applicant is properly notified and able to respond.”” If this
burden is met,” the burden of production shifts to the applicant
to rebut the examiner’s contention of unpatentability with per-
suasive argument or proof.” When the applicant submits rebut-
tal evidence, the examiner must “start over” and “consider all
of the evidence anew.”™ The burden of production may continue
to shift as each side presents new evidence; however, the exam-
iner carries the ultimate burden of persuasion.” The examiner
must determine patentability based on the entire record,* with

48, Oetiker, 977 F.2d at 1445; In re King, 801 F.2d 1324, 1327 (Fed. Cir.
1986) (noting that the Patent Office must establish a prima facie case before
any burden shifting occurs).

49. 37 C.F.R. § 1.56(b)(2) (2012).

50. Hyatt v. Dudas, 492 F.3d 1365, 1370 (Fed. Cir. 2007).

51. It is worth noting that if the examiner fails to establish a prima facie
case, the applicant need not provide any rebuttal evidence and is entitled to a
patent barring other grounds for unpatentability. In re Dillon, 919 F.2d 688,
710 (Fed. Cir. 1990) (en banc) (citing In re Seigneurin, 474 F.2d 1020, 1023
(C.C.P.A. 1973) (explaining that since no prima facie was established, “[t]hat
concludes the matter”)).

52. Oetiker, 977 F.2d at 1445,

53. In re Piasecki, 745 F.2d 1468, 1472 (Fed. Cir. 1984) (citing In re Rine-
hart, 531 F.2d 1048, 1052 (C.C.P.A 1976)).

54. Id.

55. Oetiker, 977 F.2d at 1449; see In re Epstein, 32 F.3d 1559, 1570 (Fed.
Cir. 1994) (Plager, J., concurring) (articulating the rule that the Patent Office
carries the burden of persuasion in showing why an applicant should not re-
ceive a patent).

56. See, e.g., U.S. PATENT & TRADEMARK OFFICE, U.S. DEP'T OF COM-
MERCE, MANUAL OF PATENT EXAMINING PROCEDURE § 2164.05 (8th ed., rev. 8,
2010) [hereinafter MPEP] (instructing the examiner to evaluate enablement
based on the weight of all the evidence, including any new evidence supplied
by the applicant to rebut the prima facie case); id. § 716.01(d) (giving a similar
instruction for the nonobviousness analysis).
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a preponderance of the evidence as the standard of proof.”” Ab-
sent any other grounds of unpatentability, the Patent Office
must issue the patent.®

To illustrate the current framework, consider the following
hypothetlcal Suppose an inventor develops a method for mak-
ing bread with the highly-publicized fat subst1tute Olestra.”
Since Olestra is not available for retail purchase,” the inventor
develops the method by replacing the fat and a portion of the
flour in a white bread recipe with pulverized Lay’s Light Origi-
nal Potato Chips (which are fried in Olestra).” When the modi-
fied recipe yields an excellent loaf, the inventor prepares a pat-
ent application.62 Although the application’s written
description® only discloses a single working example (the modi-
fied white bread rec1pe) it states that the amount of potato
chips and flour needed in other embodiments® of the invention

57. Oetiker, 977 F.2d at 1445; In re Caveney, 761 F.2d 671, 674 (Fed. Cir.
1985) (“[Plreponderance of the evidence is the standard that must be met by
the PTO in making rejections.”).

58. Oetiker, 977 F.2d at 1445; Michel, supra note 22, at 1249 (“If the
claimed invention is patentable, the applicant is entitled to a patent (because
[§ 102 of] the statute says so)—not eventually, but as soon as patentability can
be determined.”).

59. See, e.g., Marian Burros, U.S. Approves Fake Fat for Use in Snack
Foods, N.Y. TIMES, Jan. 25, 1996, at A12; Dana Canedy, Fat-Free Fanfare as
Procter Starts Shipping Out Olestra, N.Y. TIMES, Feb. 11, 1998, at D2. Olestra
is an indigestible, fat-like molecule derived from sugar and vegetable oil acci-
dentally discovered by Procter & Gamble researchers around 1968. Vivienne
V. Yankah & Casimir C. Akoh, Zero Energy Fat-Like Substances: Olestra, in
STRUCTURED AND MODIFIED LIPIDS 511, 514-15 (Frank D. Gunstone ed.,
2001). It is a zero-calorie, non-fat oil, butter, and shortening substitute which
tastes like fat. Id.; see also DAVID E. NEWTON, FOOD CHEMISTRY 82 (2007).

60. Currently Olestra is only available as an ingredient in certain snack
foods. See Olestra, 21 C.F.R. § 172.867(c) (2012).

61. See Lay’s Light Original Potato Chips, FRITO LAY, http:/www fritolay
.com/our-snacks/lays-light-original. html (last visited Nov. 29, 2012) (listing
ingredients).

62. For examples of patents directed to methods of making bread with fat
substitutes, see Process for Producing a Fat-Substitute Bakery Dough and the
Fat Substitute Bakery Products, U.S. Patent No. 5,344,663 (filed Jan. 15,
1992); Methods of Making Bread Products Without Shortenings and/or Qils,
U.S. Patent No. 5,510,136 (filed Oct. 21, 1994).

63. The written description is the part of the patent (or patent applica-
tion) that completely describes the invention. See 35 U.S.C. § 112 (2006) (“The
specification shall contain a written description . . . . It shall conclude with one
or more claims . . . .”). Although I will not do so in this Article, it is worth not-
ing that the terms “written descnptlon and “specification” are often used in-
terchangeably (and mistakenly) in patent law. F. SCOTT KIEFF ET AL., PRINCI-
PLES OF PATENT LAW 155 n.4 (5th ed. 2011).

64. An “embodiment” is a concrete, physical form of an invention de-
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can be determined empirically to produce various types of leav-
ened and unleavened bread items such as other white breads,
whole wheat breads, rye breads, buns, cinnamon rolls, bread-
sticks, pizza crusts, flour tortillas, and flatbreads.” The appli-
cation concludes with the following claim:

A method of making bread products without using shortenings
and/or oils comprising: substituting pulverized Olestra-based potato
chips for said shortenings and/or oils in a bread dough which is baked
to make bread products.®

In patent law, this is considered a “broad” claim because the
language does not limit the invention to any specific type of
bread.®’

An examiner with expertise in the field reads the applica-
tion and checks it for compliance with the statutory patentabil-
ity requirements.* Focusing on enablement, the question is
whether a person having ordinary skill in the art (PHOSITA)”
could make and use the invention as broadly as it is claimed at
the time of filing without undue experimentation.” Analyzing
enablement is a fact-intensive inquiry which includes constru-
ing the claim to determine its scope, ' evaluating the teaching

scribed in a patent application or patent. ROBERT PATRICK MERGES & JOHN
FITZGERALD DUFFY, PATENT LAW AND POLICY: CASES AND MATERIALS 27 (5th
ed. 2011).

65. Cf. ’663 Patent co0l.15; ’136 Patent col.3.

66. Cf Claim 1,136 Patent col.6 (making analogous claim that waxy bar-
ley flour can be substituted for shortenings and oils in bread dough).

67. See MIELE, supra note 11, at 98 (explaining an applicant’s incentive
“to obtain very broad claims for which a colorable argument can be made for
patentability”).

68. See supra note 3 (reciting the conditions for patentability).

69. The PHOSITA is a hypothetical construct of patent law akin to the
reasonably prudent person in torts. See Panduit Corp. v. Dennison Mfg. Co.,
810 F.2d 1561, 1566 (Fed. Cir. 1987) (explaining that a PHOSITA is “not un-
like the ‘reasonable man’ and other ghosts in the law”). Factors relevant to
constructing the PHOSITA in a particular technical field include the sophisti-
cation of the technology, the educational level of the inventor, the educational
level of active workers in the field, the types of problems encountered in the
art, prior art solutions to those problems, and the rapidity with which innova-
tions are made. Envtl. Designs, Ltd. v. Union Oil Co., 713 F.2d 693, 696 (Fed.
Cir. 1983) (listing the factors).

70. In re Wright, 999 F.2d 1557, 1561 (Fed. Cir. 1993). Although the term
“undue experimentation” does not appear in the statute, “it is well established
that enablement requires that the specification teach those in the art to make
and use the invention without undue experimentation.” In re Wands, 858 F.2d
731, 737 (Fed. Cir. 1988).

71. See MPEP, supra note 56, § 2164.04 (instructing examiners to con-
strue claims before analyzing enablement). Claim construction includes defin-
ing terms that are ambiguous or are not well known in the art, while simulta-

~
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provided in the written description, and determining the
PHOSITA’s knowledge and level of skill.”

The examiner rejects the claim as prima facie
nonenabled.” Relying on a reference’ which describes the
“complex” nature of baking,” the examiner concludes that a
PHOSITA could not read the applicant’s description about the
single embodiment actually made (white bread) and extrapo-
late from it how to make without difficulty other embodiments
encompassed by the claim (the universe of bread products).”
And since the reference explains that bread quality is highly
dependent on the identity and quantity of flour, fat, and other

neously giving the claims the broadest reasonable interpretation consistent
with the written description. In re Bass, 314 F.3d 575, 577 (Fed. Cir. 2002).

72. Cf Natl Recovery Techs., Inc. v. Magnetic Separation Sys., Inc., 166
F.3d 1190, 1196 (Fed. Cir. 1999) (“[W]ith respect to enablement[,] the relevant
inquiry lies in the relationship between the [written description], the claims,
and the knowledge of one of ordinary skill in the art.”). The Federal Circuit
has articulated a nonexhaustive list of factors—the so-called Wands factors—
for determining undue experimentation, including (1) the amount of direction
or guidance presented in the disclosure; (2) the existence of working examples;
(3) the nature of the invention; (4) the predictability or unpredictability of the
art; (5) the PHOSITA’s relative skill; (6) the state of the prior art; (7) the
breadth of the claims; and (8) the quantity of experimentation necessary to
practice the claimed invention. Wands, 858 F.2d at 737. Certain factors may
be more relevant than others for a particular invention. See Amgen, Inc. v.
Chugai Pharm. Co., 927 F.2d 1200, 1213 (Fed. Cir. 1991) (noting that the
Wands factors are illustrative and not mandatory).

73. To establish a prima facie case of nonenablement, the examiner must
set forth a reasonable explanation as to why he or she believes that the scope
of protection sought in that claim is not adequately enabled by the description
of the invention provided in the written description. Wright, 999 F.2d at 1561
62.

74. The examiner must support rejections with references. In re
Marzocchi, 439 F.2d 220, 224 (C.C.P.A. 1971); see also In re Brebner, 455 F.2d
1402, 1405 (C.C.P.A. 1972) (holding that the Patent Office must provide a fac-
tual basis for a lack of enablement rejection, rather than conclusory state-
ments as to the level of ordinary skill in the art).

75. “Bread quality is determined by the complex interactions of the raw
materials, their qualities and quantities used in the recipe and the dough pro-
cessing method.” Stanley P. Cauvain, Breadmaking: An Overview, in BREAD
MAKING: IMPROVING QUALITY 8, 14 (Stanley P. Cauvain ed., 2003).

76. Whether a single working example is sufficient to enable a broad
claim is a quintessential enablement issue. Compare In re Vickers, 141 F.2d
522, 525 (C.C.P.A. 1944) (explaining that an inventor “is generally allowed
[broad] claims, when the art permits, which cover more than the specific em-
bodiment shown” (emphasis omitted)), with Liebel-Flarsheim Co. v. Medrad,
Inc., 481 F.3d 1371, 1379-80 (Fed. Cir. 2007) (determining that a disclosure
that enabled one embodiment was insufficient to support a claim that covered
additional embodiments).
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ingredients,” the examiner concludes that a PHOSITA would
have to engage in undue experimentation to practice the full
scope of the claimed invention.™

The applicant responds with three rebuttal arguments.
First, the applicant points out that the claim makes no mention
of the quality of the bread product; thus any rejection relating
to bread quality is improper.” Second, the applicant reminds
the examiner that to satisfy enablement, one can rely on what
is taught in the patent document as well as what the PHOSITA
already knows or could figure out through routine experimen-
tation.” Third and relatedly, the applicant argues that experi-
mentation that is laborious, tedious, time-consuming, or re-
quires the manipulation of multiple 